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HPC Buffy coat enrichment

purpose

Buffy coat enrichment is performed to reduce the red blood cell (RBC) content and/or volume of HPC and other haemopoietic products. 

For allogeneic products, blood group compatibility determines the degree of RBC reduction. For major incompatibility, RBC content in the buffy coat should be minimal. For minor incompatibility or volume reduction, a higher RBC content can be tolerated. 
During cryopreservation, red cells may lyse and release free haemoglobin, which is associated with kidney damage. Buffy coat enrichment is indicated for all HPC(M) products prior to cryopreservation. 
All HPC(M) products from an adult donor for a paediatric recipient must be buffy coat enriched (implemented 07/10/2010).

Scope

This procedure is for products, other than cord blood, with high concentration of red cells, such as bone marrow or whole blood products. 
Refer to HPC Cord Blood Processing for HPC(CB) products.

Definition

Buffy Coat Enriched: Cells remaining after the bulk of the mature erythrocytes and plasma have been removed by centrifugation or centrifugation (NPAAC) Requirements for Procedures Related to the Collection, Processing, Storage and Issue of Human Haemopoietic Progenitor Cells (Fifth Edition 2015) – published 01 Aug 2015
Responsibilities

Medical staff are responsible for ensuring blood group testing is performed for both donor and recipient.

(Insert manufacturer’s name) staff members are responsible for 

· determining blood group compatibility of allogeneic HPC products.

· determining the red cell content of HPC products and the buffy coat enrichment requirements.

· processing HPC to reduce red blood cell content.

· notifying medical staff of HPC red cell content, as appropriate.

· any further processing of buffy coat enriched HPC products as required.

MATERIALS

As listed on the HPC Buffy Coat Enrichment Form.

Sepax 2 CS-490.1 kit.
Procedure

Sepax 2
1. Perform the GVR procedure using a proportional volume setting of 15% for products with a normal WCC (<20 x 109/L). 
2. For products with WCC > 20 x 109/L, increase the proportional volume to 20%. Check the haematocrit and consult with the Facility Director if outside the normal range. 

3. If the collection volume is ≤ 880mL, one Sepax 490.1 kit will be sufficient. 
4. If the collection volume is >880mL split the collection into two approximately equal volumes. 
5. Process according to Sepax 2 Instructions.

6. Move the output bag so that the port is inside the BSC.

7. Replace the port with a SmartSite bag access device for sampling.  

8. Sample approx 200(L from the output bag for cell counts. Refer to Haemopoietic Product Evaluation for test procedures and calculations.

9. If RBC content is >20mL (adult recipient) or >10mL (paediatric recipient), refer to the Facility Director. It may be necessary to perform a second Sepax GVR procedure using the output bag from the first procedure as the input bag for the second procedure. 

Also refer to the section Process Controls in this document. If product is to be cryopreserved, RBC content should be ≤ 20mL.

10. Calculate TNC recovery. If TNC recovery is <65%, refer to the Process Controls section and take appropriate action. 
If necessary:
· Reassess the final proportional volume, using the red cell reduction and TNC recovery results. 

· Recombine the plasma, red cell and output bags and repeat the GVR procedure.
Sigma Centrifuge (Back-up Method)
This method is to be used if the Sepax 2 is unavailable. 
1. If the product is >200mL, then plasma reduction is required to adjust the volume to approx 200mL. See HPC Plasma Reduction.

2. Take a MacoPharma cord blood collection and processing set and drain the citrate anticoagulant from the collection bag using the collection lines.

3. Hermetically seal and remove the collection lines.

4. Transfer product into the collection bag using a syringe and needle.  

5. Process according to the instructions for the back-up method for buffy coat enrichment in HPC Cord Blood Processing.

6. If proceeding to cryopreservation, the volume of cells in the final product should be approx 30mL. For a fresh infusion the volume may be up to 90mL.

Post Processing

1. Sample for microbial contamination testing, unless proceeding to other processing.

2. CD3 enumeration and CFU-GM testing may be performed, as appropriate.

3. Insert a SmartSite Add On Access device for grafts to be immediately infused.

4. Complete HPC Buffy Coat Enrichment Form.
process controls
TNC recovery

· TNC recovery should be ≥65%. If recovery is <65%, additional cells can be obtained by stripping the line into the buffy coat bag. 
· If TNC recovery is still <65%, perform CD34 cell analysis and determine CD34 recovery. 
· If CD34 recovery is ≥70%, processing is acceptable.
· If CD34 recovery is <70%, repeat the buffy coat procedure on remaining RBC fraction combined with plasma component.

RBC content
· RBC content ≤ 20mL is desirable. For paediatric recipients, RBC content ≤ 10mL is preferred.
· If the RBC content is >20mL (adult) or >10mL (paediatric): 
· For major incompatibility, the treating clinician should be informed. The weight of the recipient influences the volume of RBC that can be tolerated. Infusion of a product with a higher than desirable RBC content is at the discretion of the physician and infusion clinical practice may be modified to reduce the RBC impact.
· For minor incompatibility, higher RBC content can be tolerated.
· For cryopreserved products, if RBC content is >20mL, the treating clinician should be informed prior to infusion. The recipient must be well hydrated.  
Records

Records of all processing and test results are stored in the (Insert manufacturer’s name) product file.

Forms

HPC Buffy Coat Enrichment Form FORM111

DOCUMENTS

Haemopoietic Product Evaluation DOC77

HPC Cord Blood Processing DOC93

HPC Plasma Reduction DOC98

Sepax 2 Instructions DOC120

Sepax: HPC(CB) Buffy Coat Enrichment VAL57

Sepax: HPC(M) Buffy Coat Enrichment VAL61
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